
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF C 
United States Patent and Trademark Offi 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 223 1 3- 1 450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



10/811,508 



22798 



03/26/2004 



Xing Cheng 



. 26-003820US 



8613 



7590 



01/11/2006 



EXAMINER 



QUINE INTELLECTUAL PROPERTY LAW GROUP, P.C. 
PO BOX 458 
ALAMEDA, CA 94501 



CHEN, STACY BROWN 



ART UNIT 



PAPER NUMBER 



1648 

DATE MAILED: 01/1 1/2006 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Action Summsrv 

VlMVV V *f \J 1 I Will III! IHI jr 


Application No. 

10/811,508 


Applicant(s) 

CHENG ET AL. 


Examiner 

Stacy B. Chen 


Art Unit 

1648 





The MAILING DA TE of this communication appears on the cover sheet with the correspondence address « 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 25 October 2005 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 12.4.6. 10-12.14-16. 19.20.27.35.39.46-48.53.60 and 66 is/are pending in the application. 

4a) Of the above claim(s) 35.39.46-48.53.60 and 66 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEI Claim(s) 1.2.4,6.10-12.14-16.19.20 and 27 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. Applicant's election with traverse of Group I and SEQ ID NO: 10, 12 and 14, is 
acknowledged and entered. Claims 1, 2, 4, 6, 10-12, 14-16, 19, 20, 27, 35, 39, 46-48, 53, 60 and 
66 are pending. Claims 1, 2, 4, 6, 10-11, 14-16, 19, 20 and 27 are under examination with 
respect to SEQ ED NO: 9 and 10, respectively. Claims 12 and 15 are drawn to embodiments 
encompassing non-elected sequence SEQ ID NO: 12. Claims 12 and 15 are thereby withdrawn 
from consideration, being drawn to a non-elected invention. 

Applicant argues that the restriction between SEQ ID NO: 14-19 is improper because the 
claims require that the claimed sequence not be present in SEQ ID NO: 14-19. Therefore, the 
restriction requirement between SEQ ID NO: 14-19 is withdrawn. 

In summary, the restriction requirement is deemed proper and made FINAL. 

Oath/Declaration 

2. The oath or declaration is defective. A new oath or declaration in compliance with 37 
CFR 1.67(a) identifying this application by application number and filing date is required. See 
MPEP §§ 602.01 and 602.02. The oath or declaration is defective because non-initialed and/or 
non-dated alterations have been made to the oath or declaration. See 37 CFR 1.52(c). In 
particular, Hyun Jung Park's address has been altered. Correction is required. 

Drawings 

3. The drawings are objected to for depicting DNA sequences that are not properly 
identified by a SEQ ID NO. Correction is required. 
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Claim Objections 

4. Claims 1, 2, 4, 6, 10, 11, 14, 16, 19, 20 and 27 are objected to because claim 1 and all 
dependent claims recite, "BLASTN". This acronym should be spelled out at its first recitation. 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1, 2, 4, 6, 10, 11, 14, 16, 19, 20 and 27 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. The claims recite, "as determined by BLASTN 
using default parameters". The term "default" in claim 1 and all dependent claims is a relative 
term which renders the claim indefinite. The term "default" is not defined by the claim, the 
specification does not provide a standard for ascertaining the requisite degree, and one of 
ordinary skill in the art would not be reasonably apprised of the scope of the invention. 

Further, "conservative" variations and "conservative" substituted amino acid residues are 
unclear terms. The term "conservative" is not defined by the claim, the specification does not 
provide a standard for ascertaining the requisite degree, and one of ordinary skill in the art would 
not be reasonably apprised of the scope of the invention. Correction is required to overcome this 
rejection. 

6. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 
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The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1, 2, 4, 6, 10, 1 1, 14, 16, 19, 20 and 27 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The claims are drawn to an isolated or recombinant 
nucleic acid comprising a polynucleotide sequence that is greater than 97.8% identical to SEQ 
ID NO: 1, or a complementary sequence thereof. Another embodiment is a polynucleotide 
sequence encoding an amino acid sequence or unique subsequence selected from the group 
consisting of SEQ ID NO: 2-1 1 or an artificial conservative variation thereof. The claims 
encompass a large genus of polynucleotide sequences that have note been adequately described 
such that one of skill in the art would be in possession of the full scope of the invention as 
claimed. 

To provide adequate written description and evidence of possession of a claimed genus, 
the specification must provide sufficient distinguishing identifying characteristics of the genus. 
The factors to be considered include disclosure of complete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of making 
the claimed product, or any combination thereof. In this case, the only factor present in the claim 
is a partial structure in the form of a recitation of percent identity, 97.8% identity to SEQ ID NO: 
1. SEQ ID NO: 1 has 15,225 nucleotides. The number of possible variants that fall within 
97.8% is so great that there is not a representative number of variants in the specification such 
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that Applicant was possession of the large genus of polynucleotides. There is not even 
identification of any particular portion of the structure that must be conserved. Accordingly, in 
the absence of sufficient recitation of distinguishing identifying characteristics, the specification 
does not provide adequate written description of the claimed genus. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states "applicant must convey with 
reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was in 
possession of the invention. The invention is, for purposes of the 'written description' inquiry, 
whatever is now claimed." (See page 1117.) The specification does not "clearly allow persons of 
ordinary skill in the art to recognize that [he or she] invented what is claimed." (See Vas-Cath at 
page 1116). As discussed above, the skilled artisan cannot envision the detailed chemical 
structure of the encompassed genus of polypeptides, and therefore conception is not achieved 
until reduction to practice has occurred, regardless of the complexity or simplicity of the method 
of isolation. Adequate written description requires more than a mere statement that it is part of 
the invention and reference to a potential method of isolating it. The compound itself is required. 
See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) mdAmgen Inc. v. Chugai 
Pharmaceutical Co. Ltd., 18 USPQ2d 1016. One cannot describe what one has not conceived. 

Claim Rejections - 35 USC § 102 
7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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Claims 1, 2, 4, 6, 10, 1 1, 16, 19 and 20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Karron et al (PNAS USA, 1997, 94:13961-13966, "Karron"). The claims are 
drawn to an isolated or recombinant nucleic acid comprising a polynucleotide selected from the 
group consisting of a) SEQ ID NO: 1 or a complementary polynucleotide sequence thereof, b) a 
polynucleotide sequence that is greater than 97.8% identical to SEQ ID NO: 1 or a complement 
thereof, c) a polynucleotide sequence comprising at least one unique polynucleotide subsequence 
comprising at least 10 contiguous nucleotides of SEQ ID NO: 1 or a complement thereof with 
the proviso that a polynucleotide subsequence includes at least one subsequence not included in 
SEQ ID NO: 14-19 or a complement thereof; and d) a polynucleotide sequence encoding an 
amino acid sequence or unique subsequence selected from the group consisting of SEQ ID NO: 
2-1 1 or an artificial conservative variation thereof. The nucleic acid is DNA, cDNA, RNA or an 
artificial nucleic acid. The sequence of b) wherein the polynucleotide is at least 98.5% identical 
to SEQ ID NO: 1 or a complement thereof. Also claimed is a nucleotide sequence that 
comprises at least one artificially mutated nucleotide. The nucleic acid has at least 20-200 
contiguous amino acid residues of SEQ ID NO: 9 or 10. 

Karron teaches a polynucleotide sequence that is 99.4% identical to Applicant's SEQ ID 
NO: 9, encoding an M2-1 ORF (see attached sequence alignment). Karron discloses a live, cold- 
passaged candidate vaccine virus that lacks the SH and G proteins (abstract). Given the great 
degree of variation within SEQ ID NO: 1, as claimed in claims 1, 2, 4, 6, 10, 1 1, 16, 19 and 20, 
Karron's polynucleotide anticipates the claimed embodiments. 
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Conclusion 



8. No claim is allowed. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stacy B. Chen whose telephone number is 571-272-0896. The 
examiner can normally be reached on M-F (7:00-4:30). If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, James C. Housel can be reached on 571- 
272-0902. The fax phone number for the organization where this application or proceeding is 
assigned is 703-872-9306. 



Stacy B. Chen 
January 9, 2006 




rH £ 

O-H 
to T3 

_ _ i i 

03 CO CO CO 

<8 nj <d co <d 

rH rH rH 3 rH 

a a a e a 



^•vofflOvct^coHeonoAotnn 

&X1 tTO CO tT IH H W TlrH (J \o 

u>vovou>u)U>vo(no\«ocou}4' 
OOOOOOOOOOOOOO 







C G 




i § i £ 


cd <d 






91 


1 








A XI X* Xi 


J3 XI 



>Q Q go QO w r- r- re 
;5555555555J3CQ&<tiu 0 

■\cncno\o\cncnQj A< CD Cl 
I I I I I I I I I IO I 

lObiOtHumS^m |m 

mOSOHHNHHfflX 

>u>iou>vDa\ai^<ooa)CU^< 

nooooooooosso 



coa!>ooo^CDOOcDODoorO'j | r~-cT\^r 

iHfHHHHHrHHiHP-r-Hr-O) 



u>m<i«ininiHcor»cNininin«tfCN 
in « in • > in ■*? n • • • h r-t 
ninmcNr-irnfomrnor>r-rHr-i 
in in in whh 
ro mm hhh 



>vovo 
CO W M 
Ctf CN OJ _ 

t-t W > > • i i » 
id *o in in in w 
HvoOOooos 

P JN 
CO > 




« O M < Q Q 



•H O 

m o 

M CM 

E , 

a m 
O cn 



0 ~ 00 
CD U 3 



C 

•H 
O 

jj 

2 

■ 

c 

CD 
u 

s 

a 



Hncg 

I r-t £ 



M 
O 
U 

oo .. 

0 

JJ u 

•• o c 

0 co a> 

i-H«M 3 
U h & 
-HOG 
H 0. CO 



0 



2 



co jj jj 

jj en tn 

•H CP! 

x! 00 



cro 1 
a) <u 
03 a 



M 

id 
0 
co 



II 

•H -H 

II 




Nj3 
4 U 
0 JJ 



"Si 



rH O 

3* 



•H -H *v 



H-H-H-rt-Hp ( ftp ( p ) >>3CBee6666Ee 
..aaaa&cocococo 0-HPP33PPP3D 
OOQOQCQCQCQa>000<d<dC!.l3000000000 

HKnn^h c c a ft a a a a a a & 

H 0000OO0>t 

C0g EE 6-H > > > > CD CU U U -H -H -H -H -H -H -H -H -.H 

<D33^3>OOOOCC33>>>>>>>>> 
riJ3j3j3j30J3XJJ3j3aaEiJnSrtn3 cd rd <d a} rd «) 



e c e a £ a 

3-r4 p (d p <d 

0 J5 0 JJ 0 JJ 

ft^ae cue 

S jS* § § § s 

•H -H £ -H £ 
> 3 > 3 > 3 
fd jj <d jC <d ^ 



W O OlU) U) 00 n W M«1 N o\ f 



O rl O rl r* MH rl 

> cn vo <j« -<r r» xj* >,<n t-> *£" o E m 3 <-i h h -h h h Chh t-k-4 t^t-t I 
iOTrr^ooor^^GDr^cncir^inintnrnin^o^m<n<rtmcncncncocnvoo\a> 
OOOOD-OOOOOQ-OOOOaOOOOOOOOOOOOOOO 



.... _ gg 

■n-rig s i a iS ,B i m i 

voocnvojiicomOr-m 
w tn « cn |< £ |M cm 

io^r^eo_5r«^'£r**cn 

oooo>oo> oo 



< O O in OOOOOOOOOO 
> 55 55 i-» 2 55 55 S5 S5 g 55 g 53 53 
<C0OO> OOOOOOOOOO 

concncnZHcncncn cn.cn ch cn en cn o\ 
« II I l« I I I I I I I I t I 
(Qcn^^HHocnHtncocNt^iovu} 

coosoosu«ajfec«aj 

tJHHHHriH O rH tH 

r^inminsmcncncncncncncncncn 
0000> OOOOOOOOOO 



O O O O 
> 55 55 55 55 

hoooo 

05 S E 2 2 
E-i cn cn cn cn 
I I I I I I 
vo o (N <n co 

5 Pi OCO S3 
bHOHO 



o^oocoa30)<T*cococnmcx>cocoH^cncocDoor^U5^r^rN}cn^^rnoj 

ocn^^rornrnHoocncnr^r-r^r^r-voioioioioioiovoioininintnLn 
omo>o>(ric7i(7icoa)cohhnnrnrnforonf , inrinnnnrnnr f irnrn 

tH 

nr*tN'f«oo^ocnmo\<ytnnrniDic^rnrofOf«iHcnr*i^^Hcncot*> 
rHOininintn^ro«HrHoooococDc^i^r^r^r>>r>r^i^i£}iou)u>iDtninin 
oomcncno^o\ooa)aioDconnrofornnnrnnrnronmnnnnfnn 

HH 



in cn rn^inior^oocnorHCNrn^tnvr^cDcnOfHc>)rn'«inu>r^cocnoH 

rlHHHHrtHHHH«<N(NNlNNN(NWCMnn 



